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example, further sampling is undertaken when the standard plate count
exceeds the limit. If the problem persists and three out of the last five
analyses exceed the limit, a specified penalty provision is applied, one of
which is permit suspension (USPHS/FDA, 1978). If shucked oysters ex-
ceed the fecal coliform MPN limit, the oysters are accepted on the con-
dition that the state sanitation authority in the originating state makes
immediate investigation of the producer's plant and operations and submits
a report to the control agency in the market area. On the basis of this
report, the control agency in the market area will accept or reject further
shipments (USDHEW, 1965).

DECISION CATEGORIES

Evidence of Existence of a Direct Health Hazard

Whenever a product poses a direct hazard to health (see Chapter 4), an
implied standard (see Chapter 1, p. 52, note 3) exists and the product is
subject to seizure under the Food, Drug and Cosmetic Act (U.S. Congress,
1980). Examples would be the occurrence of Salmonella in dried rnilk
and botulinal toxin in smoked fish. The products involved are generally
voluntarily removed from the market by the processor, with the extent of
the recall and the form of publicity being commensurate with the degree
of hazard. If the processor or other responsible entity refuses voluntarily
to recall the product, then the Food and Drug Administration may take
legal action leading to seizure of the product. This is generally not nec-
essary when a product poses a direct hazard to health, as the processor
usually is willing to undertake a prompt recall.

The FDA may request recall of a product even if it does not pose a
direct health hazard, i.e., if the food is adulterated under Section 402 (a) (3)
and (4) of the Federal Food, Drug and Cosmetic Act (U.S. Congress,
1980). Examples are tree nuts contaminated with Escherichia coli and raw
shrimp containing salmonellae. It is held that E. coli in tree nuts is evi-
dence of the occurrence of filth (fecal material). Similarly, it is held that
salmonellae in raw shrimp constitute an added substance that would not
be present were the product prepared, packed, and held under sanitary
conditions. In neither case is it claimed that a direct health hazard exists.
Nevertheless, if recall is not voluntarily undertaken the FDA may take
legal action resulting in seizure.

Most states have even broader powers than the FDA. For example, a
state regulatory inspector may embargo a product without a court order;
most commonly this occurs within a processing plant, but it may extend